
August 2 1, 1997 

Ms. Linda Roberts 
Division of OTC Drug Products 
Center For Drug Evaluation & Research 
ATTN: Document Control Room 
5600 Fishers Lane 
HFD 560 
Rockville, MD 20857 

NIPA HARDWICKE INC. 
3411 SILVERSIDE RD., 104 HAGLE 
TELEPHONE (302) 478-1522 l FAX (302) 478-4097 

Re: Agenda For September 22, 1997 Meeting / 1:00 PM 

Dear Ms. Roberts: 

As we recently discussed and per you request, below please a preliminary agenda for the above referenced 
meeting: 

TOPIC: Chloroxylenol (PCMX) 

l Review 14 Day Dose Range Finding Study results and discussion of implications for 91 day and 2 year 
studies. 

l Review of proposed ADME protocol 
l Review of proposed 91 day protocol 
l Submitted Efficacy Data (MIC, MBC, Time Kill submitted 7/27/94, 3/4/97 & 3/24/97) 
l Status of OTC Monograph 

ATTENDEES: 

l Irving Gottlieb, Director of Sales & Marketing, Biocides, NIPA Hardwicke Inc. 
l Dr. Christopher Chengelis, Director of Toxicology, WIL Research Laboratories, Inc. 
l Dr. Wally Guess, Toxicologist, Consultant to NIPA Hardwicke Inc. 
l Gary Kramzar, CEO Commercial, NIPA Hardwicke Inc. (Possible Attendance) 

As we also discussed, I would appreciate if you could furnish me with address for the site of the meeting if 
different from the mailing address above. I would also need directions to the meeting location from Union 
Station or Washington National Airport. 

Thank you for your assistance. I look forward to meeting with you and your colleagues and the fruitful 
discussions that will ensue. 

Irving Gottlieb 
Director of Sales and Marketing, Biocides 

cc: GRK, WG, CG 
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